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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, t)y statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication{s) filed on 12 June 2007 , 
2a)IEl This action is FINAL. 2b)D This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) IE1 Claim(s) 1.4-10, 13, 75. 19,21.22 and 25-40 is/are pending in the application. 

4a) Of the above claim(s) 33 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6M Claim(s) 1,4-10,13.15,19.21,22. 25-32 and 34-40 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner 

10) ^ The drawing(s) filed on 1/13/2004 is/are: a)IEl accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Pape*" No(s)/Mail Date. 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Election/Restrictions 

It is noted that comparison of the claims with elected species, Figure 9, and the 
specification shows, however, that the species of Figure 9 does not have means for 
changing from the wide position to the narrow position as required in claims 33. 

Claim 33 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b), 
as being drawn to a nonelected species, there being no allowable generic or linking 
claim. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent therefore, 
subject to the conditions and requirements of this title. 

Claims 1,4-10, 13, 15. 19,21-22 and 30-40 are rejected under 35 U.S.C. 101 
because they are drawn to non-statutory subject matter. In claim 30, lines 3-4, applicant 
positively recites part of a human, i.e. "abutting the first bone... abutting the second 
bone". In claim 40, lines 1-2, applicant positively recites part of a human, i.e. "the 
implant is connected to only one of the bones". Thus claims 1, 4-10, 13, 15, 19, 21-22 
and 30-40 include a human within their scope and are non-statutory. 

A claim directed to or including within its scope a human is not considered to be 
patentable subject matter under 35 U.S.C. 101 . The grant of a limited, but exclusive 
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property right in a human being is prohibited by the Constitution. In re Wakefield, 422 
F.2d 897, 164 USPQ 636 (CCPA 1970). 

Claim Rejections - 35 (JSC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1,8-9, 13. 19, 30-32, 39 are rejected under '35 U.S.C. 102(e) as being 
anticipated by Stone (U.S. Patent No, 6.008,433). 

Stone discloses an implantable device capable of reversibly changing a spatial 
relationship between a first bone and a second bone from a wide position to a narrow 
position, comprising a first surface capable of abutting the first bone in the wide position 
and the narrow position; a second surface capable of abutting the second bone in the 
wide position and the narrow position; and a body interconnecting the first surface and 
the second surface, the first surface maintaining an equal distance from the second 
surface when moving from the wide position to the narrow position (the device shown in 
FIG. 3C and 4A is capable of being inserted on its side and then be rotated 90 
degrees). The implantable device is capable of being rotated via the pin about an axis to 
move between the wide position and the narrow position and not move longitudinally 
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along the axis when moving from the wide position to the narrow position. The device 
comprises a bone growth promoting material (col. 6. lines 60-61). The implant is 
adapted to one connected to only one of the bones. The first surface tapers to form a 
pointed edge with the second surface. A side surface corresponding to the outer surface 
of the bone connects the first and second surfaces. The body has an open cellular 
structure to provide cavities in which bone can grow through (cot. 6, lines 34-36). The 
body is made of a biocompatible metallic material (coL 6, lines 44-46). At least some of 
the cavities contain a bone growth promoting material (col. 7, lines 8-14). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 34-35 and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Stone (U.S. Patent No. 6,008,433) in view of Michelson (U.S. Patent No. 

« 

5,609.635). 

Stone discloses the claim invention except for the device being coated with a 
bone growth promoting material and the bone growth promoting material includes a 
bone, morphogenic protein. 
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Michelson discloses using a coating of bone growth promoting material, wherein 
the bone growth promoting miaterial includes a bone morphogenic protein, in order to 
promote bioactive fusion (col. 9, lines 20-24). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to construct the device of Stone with the coating of Michelson in 
order to promote bioactive fusion. 

Claims 4-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Stone (U.S. Patent No. 6,008,433) in view of Michelson (U.S. Patent No. 5,609.635) 
further in view of Jefferies (U.S. Patent No, 4,394,370). 

Stone in view of Michelson discloses the claimed invention except for the coating 
being apatite compositions such as demineralized bone powder and collagen. 

Jefferies teaches both demineralized bone powder and collagen as materials to • 
induce the formation of osseous tissue (Abstract). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have the coating of the Stone in y\e\N of Michelson to include 
demineralized bone powder and collagen in view of Jeffries, since those materials are 
well known in the art of bone fusion as materials to induce the formation of osseous 
tissue. 

Claims 15, 36-38, 21-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stone (U.S. Patent No. 6,008,433) in view of Henderson (U.S. Patent 
No. 6.066,175). 
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Stone discloses the claim invention except for a first channel extending through 
the first major surface and side surface, a second channel extending through a second 
major surface and side surface, and screws angularly disposed in the channels and 
nested in the side surface. 

Henderson et al. disclose an implantable device including a first channel 
extending through the first major surface and side surface, a second channel extending 
through a second major surface and side surface, and first and second screws angularly 
disposed in the channels and nested in the side surface in order to in order to provide 
nneans of attachment to the bone (ref. #48, 49, FIGS. 8-9, col. 9, lines 29-31), 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made .to construct the device of Stone with a first channel extending 
through the first major surface and side surface, a second channel extending through a 
second major surface and side surface, and first and second screws angularly disposed 
in the channels and nested in the side surface in view of Henderson in order to provide 
means of attachment to the bone. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stone 
(U.S. Patent No. 6,008,433) in view of Zdeblick et al. (U.S. Patent No. 5.669,909). 

Stone discloses the claimed invention except for using tantalum. 

Zdeblick et al. teaches using porous tantalum in implants to allow bone ingrowth. 

It would have been. obvious to one of ordinary skill in the art at the time the 
invention was made to construct the device of Stone using tantalum in view of Zdeblick 
et al. to allow bone ingrowth. 
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Claims 25-27 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stone (U.S. Patent No. 6,008,433) in view of Michelson (U.S. Patent No. 
5,609.635) and Henderson et al, (U.S. Patent No. 6,066.175). 

Stone discloses an implantable device for changing the spatial relationship 
between first and second bones comprising a body (see FIG. 4A), wherein the body 
includes bone-contacting first and second major planar surfaces, and a side surface, 
there between and wherein one major surface tapers to form a pointed edge with the 
other major surface. The body has an open cellular structure to provide cavities in which 
bone can grow through (col. 6, lines 34-36). The body is made of a biocompatible 
metallic material (col. 6,. lines 44-46). At least some of the cavities contain a bone 
growth promoting material (col. 7, lines 8-14). A portion of the side surface has a 
configuration corresponding to at least a section of an outer side surface of one of the 
first and second bones. 

Stone discloses the claim invention except for the device being coated with a 
bone growth promoting material, wherein the bone growth promoting material includes a 
bone morphogenic protein, and a first channel extending through the first major surface 
and side surface, a second channel extending through a second major surface and side 
surface, and screws angularly disposed in the channels. 

Michelson discloses using a coating of bone growth promoting material, wherein 
the bone growth promoting material includes a bone morphogenic protein, in order to 
promote bioactive fusion (col. 9, lines 20-24). 
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It would have been obvious to one of ordinary skill in the art at the time the * 
invention was made to construct the device of Stone with the coating of Michelson in 
order to promote bioactive fusion. 

Henderson et al. disclose an implantable device including a first channel 
extending through the first major surface and side surface, a second channel extending 
through a second major surface and side surface, and first and second screws angularly 
disposed in the channels in order to in order to provide means of attachment to the 
bone (ref, #48, 49, FIGS. 8-9, col. 9, lines 29-31). 

It would . have been obvious to one of ordinary skill in the art at the time the 
invention was made to construct the device of Stone with a first channel extending 
through the first major surface and side surface, a second channel extending through a 
second major surface and side surface, and first and second screws angularly disposed 
in the channels in view of Henderson in order to provide means of attachment to the 
bone. 

Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stone 
(U.S. Patent No. 6,008.433) in view of Michelson (U.S. Patent No. 5,609,635), and. 
Henderson et al. (U.S. Patent No.. 6,066,1 75) further in view ofZdeblick etal. (U.S. 
Patent No. 5,669,909). 

Stone in view of Michelson and Henderson et al. discloses open cellular and 
biocompatible material, including metals, but does not specifically disclose tantalum. 

Zdeblick et al. teaches using porous tantalum in implants to allow bone ingrowth. 
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It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to construct the device of Stone in view of Michelson and Henderson et al. 
using tantalum in view of Zdeblick et al. to allow bone ingrowth. 

Response to Arguments 

Applicant's arguments filed 06/12/2007 are not persuasive because it does not 
appear to address the rejection of claims 25-27 and 29 under 35 U.S. C. 103(a) as being 
unpatentable over Stone (U.S. Patent No. 6,008,433) in view of Michelson (U.S. Patent 
No. 5,609,635) and Henderson et al. (U.S. Patent No. 6,066,175), and the rejection of 
claim 28 under 35 U.S.C. 103(a) as being unpatentable over Stone (U.S. Patent No, 
6,008,433) in view of Michelson (U.S. Patent No. 5,609,635), and Henderson et al. 
(U.S. Patent No. 6,066,175) further in view of Zdeblick et al. (U.S. Patent No. 
5,669,909). 

It is noted that Applicant has not provided arguments/explanations stating how 
the current claims 25-29 are distinguished from the prior art combinations cited in the 
previous rejection mailed 03/12/2007. In the Non-final rejection mailed 03/12/2007, 
claims 25-27 and 29 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Stone in view of Michelson and Henderson et al. combination. However, applicant 
neither mentioned these combinations in the formal response nor pointed out how the 
amended claims are distinguishable over the prior art combination. Similarly, Applicant 
did not properly respond to the rejection of claim 28, which was rejected under 35 
U.S.C. 103(a) as being unpatentable over Stone in view of Michelson, and Henderson 
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et al. further in view of Zdeblick et al. Thus, Applicant's arguments fail to comply with 37 
CFR 1.111 (b) because they amount to a general allegation that the claims define a 
patentable invention without specifically pointing out how the language of the claims 
patentably distinguishes them from the references. In addition, Applicant's arguments 
do not comply with 37 CFR 1 .1 1 1 (c) because they do not clearly point out the 
patentable novelty which he or she thinks the claims present in view of the state of the 
art disclosed by the references cited or the objections made. Further, they do not show 
how the amendments avoid such references or objections. (See 37 CFR 1 . 111 (b)(c) 
below). 

37 CFR 1.111(b)(c) 

(b) In order to be entitled to reconsideration or further exannination, the applicant or patent owner must 
reply to the Office action. The reply by the applicant or patent owner must be reduced to a writing which 
distinctly and specifically points out the supposed errors in the examiner's action and must reply to every 
ground of objection and rejection in the prior Office action. The reply must present arguments pointing out 
the specific distinctions believed to render the claims, including any newly presented claims, patentable 
over any applied references. If the reply is with respect to an application, a request may be made that 
objections or requirements as to form not necessary to further consideration of the claims be held in 
abeyance until allowable subject matter is indicated. The applicant's or patent owner's reply must appear 
throughout to be a bona fide attempt to advance the application or the reexamination proceeding to final 
action. A general allegation that the claims define a patentable invention without specifically pointing out 
how the language of the claims patentably distinguishes them from the references does not comply with 
the requirements of this section. 
. (c) In amending in reply to a rejection of claims in an application or patent under reexamination, the 
applicant or patent owner must clearly point out the patentable novelty which he or she thinks the claims 
present in view of the state of the art disclosed by the references cited or the objections made. The 
applicant or patent owner must also show how the amendments avoid such references or objections 



In response to applicant's argument that the device of Stone is not intended to 
change the spatial relationship of bones, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 
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With regard the statement of intended use and other functional statements, they do not 
impose any structural limitations on the claims distinguishable over Stone, which is 
capable of being used as claimed if one so desires to do so. In re Casey, 1 52 USPQ 
235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 (CCPA 1963). Furthermore, the 
law of anticipation does not require that the reference "teach" what the subject patent 
teaches, but rather it is only necessary that the claims under attack "read on" something 
in the reference. Kalman v. Kimberly Clark Corp.. 218 USPQ 781 (CCPA 1983). 
Furthermore, the manner in which a device is intended to be employed does not 
differentiate the claimed apparatus from prior art apparatus satisfying the claimed 
structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 

Applicant's other arguments with respect to the claims have been considered but 
are moot in view of the new ground(s) of rejection. 

The rejections are deemed proper. 

Conclusion 

Any inquiry concerning this.communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719, The fax phone 
number for the organization where this application or proceeding is assigned is 571- . 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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